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PMA Supplemental Approvals
P890003/S122  
6/21/07  
Real-Time 

Medtronic Vitatron, 
Thera-i/Prodigy and 
InSync 
Pacemakers/Cardiac 
Resynchronization 
Therapy Pacing 
Products  

Medtronic, Inc.  
Cardiac Rhythm Disease 
Management  
Shoreview , MN  
55126  

Approval for changes to the XD344 Zener Diode.  

P900022/S008  
6/29/07  
180-Day 

All Non-rate 
Responsive 
Pacemakers  

ELA Medical, Inc.  
Plymouth , MN  
55441  

Approval for the Orchestra Plus Programmer and Elaview 2.02 
programming software.  

P950029/S030  
6/29/07  
180-Day 

All Rate-responsive 
Pacemakers  

ELA Medical, Inc.  
Plymouth , MN  
55441  

Approval for the Orchestra Plus Programmer and Elaview 2.02 
programming software.  

P980049/S025  
6/29/07  
180-Day 

All Implantable 
Cardioverter 
Defibrillators, 
Orchestra Plus 
Programmer and 
Elaview 2.02 
Programming Software 

ELA Medical, Inc.  
Plymouth , MN  
55441  

Approval for the Orchestra Plus Programmer and Elaview 2.02 
programming software.  

 


